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This table contains a listing of the specifications and supportive files for eCTD submissions to both CDER and CBER. Last updated: 5/8/2015

M2 eCTD:
Electronic 5/5/2017 (for NDA, CTD Backb -
e ackbone File
C ANDA, BLA, MF -
eCTD Specifications onr:m,onl 7/16/2008 2’0 8’ ) Specification for Modules
Technica 5/5/2018 (IND 2 through 5 3.2.2
Document Commercial)
eCTD XML ICH 3.2.2 Specifications
5/5/2017 (for NDA, The eCTD Backb -
ee ackbone File
ANDA, BLA, MF - o cr
STF Specification 6/3/2008 5/5/2018 IND) Specification for Study
/5/2018 ( Tagging Files 2.6.1
eCTD XML ICH 2.6.1 Commercial)
5/5/2017 (for NDA,
o ANDA, BLA, MF) Portable Document
PDF Specifications 9/1/2014 5/5/2018 (IND Format Specifications
eCTD FDA 4.0 Commercial)
5/5/2017 (for NDA,
T issi ANDA, BLA, MF issi
ran.f,r.nlss}on 7/1/2012 ) Trans_mlss_lon
Specifications 5/5/2018 (IND Specifications
eCTD FDA 1.5 Commercial)
5/5/2017 (for NDA, Svecifications for Eil
File F ¢ ANDA BLA MF pecifications for File
e .?.rm? 4/1/2013 2  MF) Format Types Using
Specifications 5/5/2018 (IND eCTD Specifications
eCTD FDA 1.0 Commercial)

Supportive Files

5/5/2017 (for NDA,
ANDA, BLA, MF)

ICH 3.2 11/1/2003
1 5/5/2018 (IND http://estri.ich.org/eCTD/i
ICH eCTD DTD eCTD Commercial) ch-ectd-3-2_dtd.zi
5/5/2017 (for NDA,
ANDA, BLA, MF)
ICH 2 11/1/2004
11/ 5/5/2018 (IND http://estri.ich.org/eCTD/e
ICH eCTD Stylesheet eCTD Commercial) ctd-2-0.xsl
5/5/2017 (for NDA,
ANDA, BLA, MF)
ICH 2.2 8/1/2003
/1/ 5/5/2018 (IND http://estri.ich.org/STF/ich;
ICH-STF DTD eCTD Commercial) stf-v2-2_dtd.zi
5/5/2017 (for NDA,
ANDA, BLA, MF)
ICH 2-2a 5/1/2007
/1 5/5/2018 (IND http://estri.ich.org/STF/ich;
ICH STF Stylesheet eCTD Commercial) stf-stylesheet-2-2a.xsl



http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163556.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163556.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163556.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163560.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163560.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163560.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163565.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163565.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163567.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163567.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM347471.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM347471.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM347471.pdf
http://estri.ich.org/eCTD/ich-ectd-3-2_dtd.zip
http://estri.ich.org/eCTD/ich-ectd-3-2_dtd.zip
http://estri.ich.org/eCTD/ectd-2-0.xsl
http://estri.ich.org/eCTD/ectd-2-0.xsl
http://estri.ich.org/STF/ich-stf-v2-2_dtd.zip
http://estri.ich.org/STF/ich-stf-v2-2_dtd.zip
http://estri.ich.org/STF/ich-stf-stylesheet-2-2a.xsl
http://estri.ich.org/STF/ich-stf-stylesheet-2-2a.xsl

5/5/2017 (for NDA,

ANDA, BLA, MF)

http://www.accessdata.fd

FDA 2.2 8/1/2008
/1/ 5/5/2018 (IND a.gov/static/eCTD/valid-
Valid Values xml eCTD Commercial) values-2-2.xml
5/5/2017 (for NDA,
ANDA, BLA, MF) http:// data.fd
FDA 3 4/30/2013 :/lwww.accessdata.
130/ 5/5/2018 (IND a.gov/static/eCTD/valid-
Valid Values xml eCTD Commercial) values.xml

M1v. 1.3 and

Supportive Files

M1 is a requirement in all eCTD submissions. You must use either M1 v. 1.3 or M1 v. 2.3, although use of 2.3 is not required.
5/5/2017 (for NDA,
ANDA, BLA, MF)

eCTD Backbone Files

M1 Specifications 12/1/2006 5/5/2018 (IND fpeciﬁcation for Module
eCTD XML FDA 13 Commercial) B
5/5/2017 (for NDA, COA 6CTD Table of
e able o
ANDA, BLA, MF _—
eCTD CTOC 7/1/2005 2’ 018 » MF) Contents Headings and
5/5/2018 (IND Hierarchy
eCTD FDA 1.2 Commercial)
Specifications for eCTD
Specificati P 5/5/2017 (for NDA, Validation Criteria
pecifications for ANDA, BLA, MF) Version 2.2 (PDF)
eCTD Validation eCTD FDA 2.2 4/30/2013
Criteria 5/5/2018 (IND Specifications for eCTD
Commercial) Validation Criteria
Version 2.2 (XLS)
5/5/2017 (for NDA,
ANDA, BLA, MF)
FDA 2.01 8/1/2003
/1/ 5/5/2018 (IND
US Regional DTD eCTD XML Commercial) us-regional-v2-01.dtd
5/5/2017 (for NDA,
ANDA, BLA, MF)
FDA 1.1 1/2
US Regional 9/1/2003 5/5/2018 (IND
Stylesheet eCTD XML Commercial) us-regional.xs|

M1v. 2.3 and

Supportive Files

M1 Specifications

M1 is a requirement in all eCTD submissions. You must use either M1 v. 1.3 or M1 v. 2.3, although use of 2.3 is not required.

eCTD

XML

FDA

2.3

6/15/2015

The eCTD Backbone

Files Specification for
Module 1 Version 2.3

eCTD CTOC

eCTD

XML

FDA

2.3

6/15/2015

Comprehensive Table of

Contents Headings and
Hierarchy Version 2.3

Addendum to M1
Specifications

eCTD

XML

FDA

2.3

6/15/2015

Addendum to the eCTD
Backbone Files
Specification for Module
1 Version 2.3

Addendum 2 to M1
Specifications

eCTD

XML

FDA

2.3

6/15/2015

Addendum 2 to the eCTD

Backbone Files
Specification for Module
1 Version 2.3



http://www.accessdata.fda.gov/static/eCTD/valid-values-2-2.xml
http://www.accessdata.fda.gov/static/eCTD/valid-values-2-2.xml
http://www.accessdata.fda.gov/static/eCTD/valid-values-2-2.xml
http://www.accessdata.fda.gov/static/eCTD/valid-values.xml
http://www.accessdata.fda.gov/static/eCTD/valid-values.xml
http://www.accessdata.fda.gov/static/eCTD/valid-values.xml
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315024.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315024.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315024.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315023.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315023.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315023.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM236402.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM236402.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM236402.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM236404.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM236404.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM236404.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM166254.zip
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM166255.zip
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163552.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163552.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163552.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163175.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163175.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163175.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM403757.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM403757.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM403757.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM403757.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM441707.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM441707.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM441707.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM441707.pdf

Example Submissions

Example Submissions
using the eCTD

6/15/2015 Backbone Files
using M1 Specification for Module
Specifications eCTD XML FDA 2.3 1 Version 1.4
Specifications for eCTD
Specifications for Validation Criteria
R Version 3.1 (PDF)
eCTD Validation 6/15/2015 Specifications for eCTD
Criteria Validation Criteria
eCTD FDA 3.1 Version 3.1 (XLS)
US Regional DTD eCTD XML FDA 3.3 6/15/2015 us-regional-v3-3.dtd
US Regional
Stylesheet eCTD XML FDA 2.2 6/15/2015 us-regional.xsl

M1 v. 2.3 Attribute
List

applicant-contact-

applicant-contact-type eCTD FDA 1.2 6/15/2015 type.xml
telzphone number- «CTD oA 11 6/15/2015 :3:)?2;?& number
application-type eCTD FDA 1.1 6/15/2015 application-type.xml
submission-type eCTD FDA 1.1 6/15/2015 submission-type.xml
submission-sub-type eCTD EDA 1.1 6/15/2015 submission-sub-type.xml
- il - - i -
sisfos T
form-type eCTD FDA 1.1 6/15/2015 form-type.xml
B | o spsjors A
ngc::rj:\?[t)lgnal material «CTD DA 12 6/15/2015 tQ\/r[c))(r:)?rtTl]cl>nal material-doc
romotional-material- promotional-material-
p—e CTD FDA 1.2 6/15/2015 type.xml



http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366165.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366165.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366165.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366166.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366166.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366166.xls
http://www.accessdata.fda.gov/static/eCTD/us-regional-v3-3.zip
http://www.accessdata.fda.gov/static/eCTD/us-regional.zip
http://www.accessdata.fda.gov/static/eCTD/applicant-contact-type.xml
http://www.accessdata.fda.gov/static/eCTD/applicant-contact-type.xml
http://www.accessdata.fda.gov/static/eCTD/applicant-contact-type.xml
http://www.accessdata.fda.gov/static/eCTD/telephone-number-type.xml
http://www.accessdata.fda.gov/static/eCTD/telephone-number-type.xml
http://www.accessdata.fda.gov/static/eCTD/telephone-number-type.xml
http://www.accessdata.fda.gov/static/eCTD/telephone-number-type.xml
http://www.accessdata.fda.gov/static/eCTD/application-type.xml
http://www.accessdata.fda.gov/static/eCTD/application-type.xml
http://www.accessdata.fda.gov/static/eCTD/submission-type.xml
http://www.accessdata.fda.gov/static/eCTD/submission-type.xml
http://www.accessdata.fda.gov/static/eCTD/submission-sub-type.xml
http://www.accessdata.fda.gov/static/eCTD/submission-sub-type.xml
http://www.accessdata.fda.gov/static/eCTD/supplement-effective-date-type.xml
http://www.accessdata.fda.gov/static/eCTD/supplement-effective-date-type.xml
http://www.accessdata.fda.gov/static/eCTD/supplement-effective-date-type.xml
http://www.accessdata.fda.gov/static/eCTD/supplement-effective-date-type.xml
http://www.accessdata.fda.gov/static/eCTD/form-type.xml
http://www.accessdata.fda.gov/static/eCTD/form-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-audience-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-audience-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-audience-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-audience-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-doc-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-doc-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-doc-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-doc-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-type.xml
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